Arizona Adminisirative Register
Proposed Rules

PROPOSED RULES
Initiated After January 1, 1995

Unless exempted by A.R.8. § 41-1003, each agency shall begin the rulemaking process by first filing a Notice of Proposed
Rulemaking, containing the preamble and the full text of the rules, with the Secretary of State’s Office. The Secretary of State shall
publish the notice along with the Preamble and the full text in the next available issue of the Arizona Administrative Register.

Under the Administrative Procedure Act (AR.S. § 41-1001 ef seq.), an agency must allow at least 30 days to elapse after the
publication of the Notice of Proposed Rulemaking in the Register before beginning any proceedings for adoption, amendment, or
repeal of any rule. AR.S. §§ 41-1013 and 41-1022.

TITLE 4. COMMERCE, PROFESSIONS, AND OCCUPATIONS
CHAPTER 16. BOARD OF MEDICAL EXAMINERS

PREA

1. Sections Affected Rulemaking Action
Article 1.
R4-16-101 Repeal
R4-16-102 Repeal
R4-16-103 Renumber
R4-16-104 Repeal
R4-16-105 Repeal
R4-16-106 Renumber
Ariicle 2. New Article
R4-16-201 New section
R4-16-202 New section
R4-16-203 New section
R4-16-204 New section
R4-16-205 New section

2. The specific authority for the rulemaking, including both the autherizing statute (general) and the statates the rules
are implementing (specific):
Authorizing statute: AR.S. §32-1403(A)8)
Implementing statute: ARS8, §32-1491(%)

The na and address of agency personng
Name: Elaine Hugunin, Deputy Director
Address: 1651 East Morten, Suite 210, Phoenix, A7 835020
Telephone Nomber: (602) 255-3751

Fax Number: (602) 255-1848

4. An_explanation of the rule, including the agency’s reasons for initiating the rule:

In 1989, the Arizona Legislature enacted A R.S. § 32-1491 which authorized physicians to dispense drugs and devices. These
rules are being proposed to implement subsection (E) of that Section, which mandates that the Board establish rules regarding
labeling, recordkeeping, storage, and packaging of drugs consistent with the requirements of A.R.S. Title 32, Chapter 18, These
rules set forth the reguirements for the dispensing of controlled substances, prescription-only drugs, and medical devices. A
current rule regarding anabolic-androgenic steroids is being repealed as it will be covered by the new dispensing rules.
Principally, the proposed rules detail the requirements for all physicians who wish to dispense drugs and devices from their
offices to be registered with the Board; address application for and renewal of registration; packaging, labeling, recordkeeping,
prescribing, and dispensing requirements; inventory control of the dmugs and devices; inspection by the Board; and
self-reporting of drug thefts or shontages. Finally, three other current rles, which address the oral and written examinations
required for physician licensure as well as limited licensure, are being repealed because they have been superceded by the
enactment of more specific statuory provisions governing exarnination and licensure of physicians.

i
i

The Board believes that adoption of these rules will benefit the public health and safety by establishing clear standards goveming
the dispensing of drugs and devices by physicians. The Board further believes that, with this expanded component of a
physician’s practice, specific regulation and enforcement are necessary to regulate and control the dispensing of drugs and
devices and to make physicians accountable for alf activities related to dispensing,

Not applicable. ‘

February 17, 1993 Page 91 ‘ Volume 1, Issue #5




Arizona Administrative Register

10.
11.

Section 4-16-2

. Proposed Rules .-

I'he preliminary summn 2 ¢ ¥ nall bu: . and 1me pact:

The principal impact of these rules will be 'on physicians, pharmacies; and consumers: For physicians who elect to dispense, the
rules will place additional responsibility on them for the dispensing and control of drugs and devices. The requirements are
similar to those borne by pharmacists and will add only minimial costs: With authority to dispense, physng:ans *-_vzll benefit by
being provided clear guidelines for control of controlled substances and préscription-only drugs and devices dispensed from
their practices, reducing risk of employee theft, disciplinaty action and malpiactice claims. It is anticipated that this could
substantially reduce costs for a physician, Physicians who dispense will also benefit through increased revenues.

Itis believed that the dectease in business and revenues for pharmacies, wherever located, is and will be minimal, as fewer than

10 percent of licensed physicians have undertaken to be registered to dispénse. ..

For consumers, there will be a benefit from the physicians’ ability to dispense controlled substances, prescription-only drugs,
and medical devices ina more controlled environment. The consumer will, if the consurner’s physician is registered to dispense,
have the option to purchase required medications or devices from either the physician or a pharmacy, and will be assured of
proper control and supervision in either case. Itis anticipated that the rules will facilitate access for patients to drugs in some
practice settings, particularly in rural areas where pharmacies may not be located nearby. Any cost impact on consumers is
expected to be negligible.

The repeal of the three rules which address the oral and written examinations required for licensure as well as Emited licensure
will have no economic impact as these provisions have not been followed. Rather, the very different and more specific statutory
provisions which have been enacted to address examination and licensure have been observed. There will be no change to the
manner in which the Board carries out these responsibilities.

qIe ang a 204 Js 3 !

economic, small business, and consumer impact stafement:
Name: Elaine Hugunin, Deputy Director

Address: 1651 East Morten, Suite 210, Phoenix, AZ 85020
Telephone Number: (602) 235-3751

Fax Number: (602) 255-1848

The time, piace, and nature of the proceedings for the adoption, amendment, gr repeal of the rule or, if no proceed-
ing is scheduled, where, when, and how persons may request an oral ceeding on the proposed rule:
No public proceeding is scheduled. A person may subinit written comments to of request that an oral proceeding be held on the
proposed rules by submitting the comments or a written request for hearing no later than 5 p.m., March 20, 1995, to the following
TS0M!
v Name: Elaine Hugunin, Deputy Director
Address: 1651 East Morten, Suite 210, Phoenix, AZ 85020
Telephone Number: (602) 255-3751
Fax Number: (602) 255-1848
ny other matters prescribed by statute that are applicable to the specific asency or to any specific rule or class of
rules:
Not applicable.
ne rations by reference and their location in the rules:
None.

The full text of the rules follows:
TITLE 4. COMMERCE, PROFESSIONS, AND OCCUPATIONS

CHAPTER 16. BOARD OF MEDICAL EXAMINERS

ARTICLE 1. GENERAL PROVISIONS R4:16-202.  Packaging and Inventory; Bxception
4162 o - A i

ecordkeeping and Reporting Sh

R4-16-101.  Writen-examination R4-16-205. __Inspections: Denial and Revocation
R4-16-102. Oralexamination

R4-16-1031. Continuing Medical Education ARTICLE 1. GENERAL PROVISIONS
R4-16-104- Continuing qualificationforlimited censuse

R4-16-105.  Anabolic-andropenic-steroids . e

R4-16-1062. Rehearing or Review of Board Decision R4-16-101.  Written-examination

.. -‘ : -‘.. aNeds

Section
R4-16-201. _ Registration and Renewal

ARTICLE 2. DISPEN; F DR AND
DEVY
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H R4-16-163]. Continning Medical Education
No Change.

R4-16-104.  GContimming—Qualification-—for—-Limited

R4-16-1062.
No change.

Rehearing or Review of Board Decision

ARTICLE 2. DISPENSING OF DRUGS AND
DEVICES

R4-16-201. _ Registration and Rengwal
A. A physician who wishes to dispense controlled sub-
n - v

g ntly 1i i ici

i Arizona and shall return to the Board, the following:

1. Acom I ish he
Board, which includes the following information:
8. The physician’s name, Jicense number, and

area of practice;

Fi Vi
physician_ desires. fo  dispense.. including

rescription-only_and congrolled substances:
and
c.__The lggatign or lggg ions where the physician
desires t &0,
2. h fcian’s current D force-
ment Administrati f Registration

r
each dispensing location from which the physician

intends to dispense controtled substances.
3. The statntorily required fgg.
B. hysician shall renew are trationtodi ense dry
vi yi requiremen

When a physician _has made timely and complete
Foat - ; -
ician may continue 1o dispense unti the a

lication
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R4-16-102. Oral-examination h final etermi he agency or
Fhe-oral-examinationrequired-by-A therwise provided in A.RS. §41-1
if th i nnual renewa 1 i

dogumengtign, and the cogect fee are not ;ecewed in

shg!i not be perrmttgd tg di spensg ngg angdcvageg

until newly registered. hysician shall
filing for initial registrati
and shall nggg ispen nse drugs and devices until receipt of
W ration
R4-16-202. Packaging and Invent xcepti
A. A.ph all dispense all devices in
repackaged containers or in light-resi taine
Wi > T
representative re ust non-safety ca
The physician’s ng addr ¢ &
nember;
dispensed;
ient’s n :
4, The name and strength of the d the ntit

dispensed, directions for its yse, and apy caution-

ary statement necessary for the safe and effective
use of the

s

samples of such substances and medications in a locked

¢abinet or room and shall controd acce. the cabinet or

1oom by a written procedure which shall include. at 2
minimum, designation of the persons who have access

K uetfrace i

rugs. This written procedure shall

uthnz 1epresen vfrm HOR Or ing. .

D. Drugs and devices not requiring refrigeration shall be
maintained in an area where the ratur: i
exceed 8§5° Fahrenheit,

E. A physician shall maintain an ongoing gjjsmn,s_ ing log

. " : i whi

ate invent heets for each controlled substance
and the prescription-onl i hy-
rachloride (Nubain) and butorphanol tartrate (Stadol).

The headin a_dispensing | hall include the
e s

1 ¢ date the is dispensed:
Th ient’

3. The name and §treng_th of the dmg,

The number of it; ensed;

5: A running toial of mcdmaugn d;sgermed, and
h

13
th h
E.___Except as otherwise provided, this Section shall not
apply to manufacturer samples of drugs and devices,

aut ician wh n

R4-16-203. escribing and Dispensing Requirements
A physici n th ient’s m 11
the name and strength of th r devi ispen:

the quantity or volume dispensed, the date the drug or
device is dispensed. the medical reasons for dispensing
the drug or device, and the number of refills authorized.
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B. _Pror elivery to the patien

hall ewew:’ 3'3“- :

i -:.. :

liance with the prescripti d. additionally; easure

that the patient h in

rug or device, ¢ for i ion

storage requirements, S

A physician shall purchase all di and’ -
vi m a manufacture rd: tri ut o ved

R4.16-204. _ Recordkeeping and Reporting Shortages

A. All original prescription orders for dm r_device,
dispensed from a physician’s office shall be dated
nsecutively n in the order in which they were
riginall nsed, and fil eparatel e
h d t other n Il be main-

- ! v f ] o !

:nvo:oes of dmes and dewceg recewed, and gng;na

f the order Di d de truction
gecgrdg shall be mgjng_aingd for ten vears.
A_physician _who determines that drugs have been
inaccurate dmg count or dme shortage exists in
controlled substances maintained for dispensing, shall
immediately notifv a local law enforcement agency and
the federal Drug Enforcement Administration. The

ici i vide wri i i

Board within seven days of the discovery, including the

nam he law enforcement agency notified.
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£ the nam fh

R4.16.2
Aph
B
ian’s offi

spections: Denial and Revocation

the
iu

te with and allow a
entatives 1o t h
eriodic inspection

fcian shall ¢
uthorized re
and records durin

w
ician’s 1

of registration.

B. . Failure to comply with A R.S. § 32-1491 or this Article

shall constitute grounds for denial or revocation of

registration.

- hysician’

hall

following:

. vocati \

mww s i

A

tion to dispense enial of renewal

nse drugs and device:
e f th

egistration to di
th

t

lacement of the physician’s lic n_inactive
status,
3. Failure 1o timely renew the physician’s license, or
4, jction of the physician’s abili rescribe or
a ister medication
D hysician denied regi - heari
appeal the decision by filing the request, in writing, with
. the Board. not later than ten days after receipt of the
notice denying the registration.
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